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~~v~s~on of 0-f-C Drug Products (WFD-560) 
Office of Drug Evaluation V 
Food and Drug Ad~~nistrat~o~ 
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~~ckv~~le, Oakland 20850 

ical Ant~~~Grob~al Drug products - 
man Use Docket number 

e SDNCTFA ~n~~st~ Coal~t~u~ we would like to than 
in the feedback meeting, held November 3, 1999, on the subject of 

efficacy testing for antiseptic drug products. The Coalition apprecjates the 
time that Agency personnel have taken to review the Boeing document and respond to the 

ortant questions that have been posed. 

ber 5, 1999 the ha~dw~tte~ overhead s/ides, which Capture the essence of 
discussion, were fo~arded for your attention. We would like to supplement these slides 
with a brief synopsis of the agreements reached during the meeting, as follows: 

~~asti~~ ?: Does the Agency agree that neutfalizatian of the active j~~fe~~@~~ is 
fe~~jfed in the fifst and all subsequent sampling steps for all pfutocols? 

The Age has resolve this issue. FDA ah 
Coalition I wm col to generate ~o~~a~ativ 
data for the Healthcare Personnel Handwash, Surgical Scrub and R-e-operative preparation 
~ethods~ using NDA methods (available under the Freedom of I~foF~at~on Act) and 
methods described in the briefing document. 

~~esti~~ 2: Does the Agency agree that the purpose of the siat~st~cal artalysis of the 
cacy data is to dernanstfate the ability of a existed product to meet of exceed an 

estaMished peffofmance standard and not to demonstfate e~~jvaje~c~ to a c~~tf~~ 
product? 

There is agreeme hat finished products ust be able to demonstrate 
rity of performance to a Kiowa positive contra! is 
oalition concur that a control is necessary to ensu 

every test. industry believes that the control could be any ~~aracterjzed standard. 
d~s~~ss~o~s are required on the statistical procedures that will be included in the final ruie- 
making; the Agency wifl provide their proposal in a Feedback Letter, 
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Q~~stiu~ 3: What is the Agemy”s view on fast~jctj~~ the ef%icacy ~et~uds detailed in 
the Final Rule to methods that evaluate finished product? 

ency agreed that multiple fC and time kill testing of active ingredients 
not be part of the finished roduct efficacy testing req 

making. 

It was agreed t e Time Kill test is appropriate for fi 
details, includin number of indicator organisms, ne 
requested a summa~ paper on e~jst~~g time kit1 data, in order to decide if a marker 
organism approach will be acceptable- In the final rule-making. 

bie to inotude this additional 
latest draft of the ASTM ou 

hat ASTM are developing. 

Q~estj~n 6: Dues the Agency agree that in the Final ~~~~$fa~~~ t~jfd party 
c011sensus standard setting ~fga~~zatiQ~s such as the ASTM are the best means for 
esta~~is~i~~ standardized, accurate and current methods fur f&&had ~f~d~ct 
testiffg ? 

ouId be a mechani 
ASTM methods, a 
addressed. The Age 

Q#estju# 7: ln the Final ~~#u~fa~~~ does the Agency intend to reference third party 
consensus methodohgy without fe~~ifi~~ addiiional modifications? 

In ~jght of the response to question 6, this ~~estjon was tabled. T 
l~dust~ Coal~~on that it retains ultimate respons~bil~~ for regulatory actions. 



Agency and ~~dust~ Coalition agreed t 
validity of the test (see also Question 2). 

. The Agency agrees that the methods should be living documents, 

. The Agency and ~~dust~ Coalition agreed that products should be 
specifically for the intended use situation. 

esigned and teste 

I A schematic of finished product testing would be hel~~ul~ (This is ~rov~ded as an 
attachment to this letter.) 

it~ona~ly, the Age~~y indicated that it ant~c~pates jssu~ng Feedback Letter 
year, summari~jng the meeting conclusions and data re 

method-s~ec~~c, detai 
e&s, and ad&-es 

-orientated issues described in the briefing document. The l~dust~ 
Coalition looks forward to working with the Agency on the fo~lo~~up items arising from the 
methods meeting and the briefing document in order to resolve the ~mpo~ant topic of 
standardized test methods in the Final monograph. 
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